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2a )□ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-18 and 21-23 is/are pending in the application. 
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6) \Z\ Claim(s) is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) IEI Claim(s) 1-18 and 21-23 are subject to restriction and/or election requirement. 
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DETAILED ACTION 

Election/Restrictions 

1 . Restriction is required under 35 U.S.C. 1 21 and 372. 

This application contains the following inventions or groups of inventions, which are not 
so linked as to form a single general inventive concept under PCT Rule 13.1 . To have a 
general inventive concept under PCT rule 13.1, the inventions need to be linked by a 
special technical feature. The special technical feature that appears to link claims 1-18 
and 21-23 is the utility of KLK2 as a marker for diseases such as cancer. However, 
Diamandis et al. (Trends in Endocrinology and Metabolism-TEM, Vol.11, No.2, 2000, 
pages 54-60) teach that KLK2 and KLK3 have important applications in prostate cancer 
diagnostics and, more recently in breast cancer diagnostics. See abstract. Also see the 
entire reference. Therefore the technical feature recited in claims 1-18 and 21-23 is not 
a contribution over the prior art. Accordingly the groups set forth below are not so 
linked as to form a single general concept under PCT Rule 13.1 . 

2. In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 
elect a single invention to which the claims must be restricted. 

A. Group I, claim(s) 1-11, are drawn to a method of monitoring a KLK2 
polypeptide activity in disease treatments. (A first method/process that 
utilize the special technical features). 
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B. Group II, claim(s) 12-18, are drawn to a method of monitoring KLK2 
polynucleotide activity in disease treatments. (A second method 
employing the special technical feature). 

C. Group III, claim(s) 21 , is drawn to a pharmaceutical composition 
comprising a therapeutic agent. (A first product or special technical 
feature). 

D. Group IV, claim(s) 22, is drawn to a pharmaceutical composition 
comprising a KLK2 polynucleotide. (A second product or special technical 
feature). 

E. Group V, claim(s) 23, is drawn to a pharmaceutical composition 
comprising KLK2 polypeptide. (A third product employing the special 
technical feature). 

3. The inventions listed as Groups A through E do not relate to a single general 
inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the 
same or corresponding special technical features for the following reasons: 

Under PCT rules Applicant is entitled to an examination of one of the combination 
groupings: (1) a product, a method of using said product and a method of producing 
said product. The instant claims are directed to multiple methods and products. 
Accordingly, Applicant must select one for further prosecution. 
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4. Because these inventions are distinct for the reasons given above, restriction for 
examination purposes as indicated is proper. 

Because these inventions are distinct for the reasons given above and the 
search required for Group A through E is not totally inclusive, restriction for examination 
purposes as indicated is proper. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art because of their recognized divergent subject 
matter, restriction for examination purposes as indicated is proper. 

5. Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1 .143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 
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6. Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S. C. 103(a) of the other invention. 

7. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.17(1). 

8. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO fax center located in 
Crystal Mall 1 . The faxing of such papers must conform to the notice published in the 
Official Gazette, 1096 OG 30 (November 15, 1989). The Group 1641 Fax number is 
(571) 273-8300, which is able to receive transmissions 24 hours/day, 7 days/week. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lisa V. Cook whose telephone number is (571) 272- 
0816. The examiner can normally be reached on Monday - Friday from 7:00 AM - 4:00 
PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya, can be reached on (571) 272-0806. 

Any inquiry of a general nature or relating to the status of this application should 
be directed to the Group TC 1600 whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR 
only. For more information about the PAIR system, see httpr//pair-direct. uspto.gov. 
Should you have questions on access to the Private PAIR system, contact the 
Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Lisa V. Cooi 
(Patent 'Examiner 
(Remsen 

(571)272-0816 
3/12/09 



/Lisa Cook/ 

Primary Examiner, Art Unit 1641 



